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Effective January 1, 1991, the Missouri Medicaid Program covers outpatient drugs, in accordance with 
Sections 1902 (a) (54)and 1927 of the Social Security Act, which are covered by 2 national or State agreement, 
with the following restrictions or exceptions (as indicated by checkmark). 

X A. Priorauthorizationprogram which complies with Section 1927 (d) (5)of the Social Security Act. 
X 6. The following drugs are covered, or restricted, as indicatedbythecheckmark: 

X I .  	Certain drugs are not covered if the prescribed use is  not for medically accepted indication, as 
defined by Section 1927 (k) (6). 

2. Drugs subject to restrictions pursuant to an agreement between a manufacturer and this State 
authorized by the Secretary under 1927 (a) (1) or 1927 (a) (4). 

2 3 Certainproductsmaybe limited by on-line clinical or fiscaleditsto monitor appropriate utilization 
and secure cost savings. 

_ _-X 4. 	 Pursuant to 42 U.S.C. section 1396r-8 the state is  establishing a referred drug list with prior
authorization for drugs not included on the preferred drug list. The prior authorization process 
provides for a turn-aroundresponse by either telephone orother telecommunications device within 
twenty-four hours of receipt of a prior authorization request. In emergency situations, providers 
may dispense at least a seventy-two hour supply of medication. Prior authorization wi l l  be 
established for certain drug classes, particular drugs or medicallyaccepted indication for uses and 
doses. The state will appoint a Pharmaceutical and Therapeutic Committee or utilize the drug 
utilization review committee in accordance with Federal law. 

X 5. The state will meet the requirements of Section 1927 of the Social Security Act. Based on the 
requirements for Section 1927 ofthe Act, the state has the following policies forthe supplemental 
rebate program for Medicaid recipients: 

a) 	 The state wil l be negotiatingsupplemental rebates in‘addition to the federal rebates 
provided for in Title XIX. Rebate agreements between the state and a 
pharmaceutical manufacturer wi l l  be separate from the federal rebates. 

b) A rebate agreement betweenthe state andadrug manufacturerfor drugs provided 
to the Medicac$ program, submitted to CMS on Marc? 30, 2004 and entitled, “State 
of Missouri supplemental Rebate Agreement,” has been authorized by CMS. 

c) 	 Supplemental rebats  received by the State in excess of those requiredunderthe 
national drug rebate agreement will be shared with tt’e Federal government on the 
same percentage basis as applied under the national rebate agreement. 

d) 	 All drugs coveredby the program,irrespective ofapriorauthorization agreement, 
will comply with the provisions of the national drug rebate agreement. 

X C. The following drugsor classes of drugs, ortheirmedical uses,as indicatedbya checkmark, are 
excluded from coverage or otherwise restricted: 

X 1.  Agents when used foranorexia or weight gain. 
X 2. Agents when used topromotefertility. 
X 3 .  Agents when used for cosmetic purposes or hair growth. 

X 4. Agents when used forsymptomaticrelief of cough and colds. 

X 5. Agents used topromotesmoking cessation. 

X 6. Prescriptionvitamins and mineral products, exceptprenatalvitaminsand fluoride 


preparations. 
X 7. Nonprescription drugs (see attached). 

8.  	Covered outpatient drugs which the manufacturer seeks to require as a condition of tale 
that associated tests or monitoring services be purchased exclusively from the manufacturer or his 
designee.

X 9. Drugsdescribed in section 107 (c) (3) of the Drug Amendments of 1’362 and identical, 
similar, or related drugs (within the meaning of section 31 0.6 (b) ( 1 )  of title 21 of the 
Code of Federal Regulations (DESI drugs). 

X 10. Barbiturates (see attached). 
X 11 .  Benzodiazepines (see attached). 

X 12.  Case/Disease Management implemented by physician/pharmacist teams for patients 


determined at risk using approved risk assessment model. 

State Plan TN# 04-03 Effective Date January 1, 2004 
Supersedes TN# 02-30 Approval Date--
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MISSOURI supplementalDRUG-REBATE agreement 

contract # 

1 PARTIESPERIOD 

1.1 T h i s  Supplemental Drug-Rebate Agreement agreement is made and entered into this 
day of 2004, by and between Missouri (“State”), representedby 

the Division of Medid  Services division and 

manufacturer labeler Code@) .. . The parties, in consideration of the 


covenants, conditions, agreemen$, and stipulations expressed inthis agreement do agree 


as follows: 


2 PURPOSE 

2.1 	 It is the intent of this Agreement that the State will receive Supplemental Rebater, in 
addition to the rebates received udder Manufacturer’s Centers for medicare and Medicaid 
Services (“CMS”)Agrement, pursuant to Section 1927 of the Social S e c u r i t y  Act (42 

U.S.C. §f396r-8), for the Manufacturer‘s Supplemental Covered Product quarterly 
utilization in the Missouri Medicaid Program in which there is Medicaid federal financial 

participation. The parties also intend for this Agreement to meet the requirements af 
federal law at Section 1927ofthe Social Security Act (42 U.S.C. $1396r-8), 

3 DEFINITIONS 

3.1 	 ‘Average Manufacturer P r i c e ‘  (A”) means manufacturer price for the Covered 

Product AMP will be calculated as specified in Manufactum‘s CMS Agreement. 

3.2 	 ’Best �’rice’ means, with respect to a Single Source Drug or Innovator multiple Souroe 

Drug ofa manufacturer the lowest price available from the Manufacturer during the rebate 
period to any wholesalerretailer, provider, health maintenance organization, nonprofit 
entity, or government entity within the United States, excluding: (a) any price charged on 
or after October 1, 1992, to the Indian Health services the Department of Veterans 

Affairs, a State borne receiving funds under Section 1741 ofTitle 38, united States Code, 
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a 

the Department of Defense, the public Health service, or 8 Covered described in 
subsection (a)(5)(l3) of Section 1927 of the Social Security AH; (b) m y  Prices Charged 

under the Federal Supply Schedule ofthe General Services administration (C) any Prices 

used under a State Pharmaceutical.Assistance program and (d) my depot pries md single 

award contract prices, as defined by the Secretary of any agency of tbe Federal 
Government. “Best Price” shall: (a) be inclusive of cash discounts h e  goods that are 

contingent on any purchase requirement, volume discounts, and rebates (ocher than rebates 
under this section); (b) be determined without regard to special packaging, labeling (r 
identifiers on the dosage form or product or package; and (c) not take into account prices 

that am merely nominal in amount 

3.3 ‘CoveredProduct@)’means the pharmaceuticalproduct(s) of the manufacturer pursuant to 
Section 1927of the Social securityAct (42 U.S.C. §13%r-8). 

3.4 ‘CMS Agreement‘ meads the Manufacturer’s drug rebate contract with the Centers for 
Medicare 8L Medicaid Services (CMS), formerly h o r n  ti6 the Health Care Financing 
Administration, entered into pursuant to Section 1927 of th?Social security Act (42 

U.S.C.61396r-8). 

3.5 ‘CMSBasic Robate’ means, with respect to the Covered product(s) the quarterly payment 
by manufacturer pursuant to Manufacturer‘s CMS Agreement, made in accordance with 

Section 1927(c)(l) or Section 1927(c)(3) of the Social Security Act [4-2 U,S,C, 9l396r
8(~)(1) and 42 U.S.C. $1396r-8(~)(3)]. 

3 a6 ‘CMS Rebate’ means, with respect to the Covered product(s) the quarterly payment 

by manufacturer pursuant to Manufacturer‘s CMS Agreement, made 5n accordance with 
Section 1927(c)(2) of the Social Security Act [42 U.S.C. $139&-8(c)(2)]. 

3.7 ‘CMSUnit Rebate Amount’ means, the w i t  mount  computed by CMS to which the 

Medicaid utilization infomation may be applied by states in invoicing tbe Manufacturer 

forthe rebate payment due. 
3.8 ‘Manufacturer’ mew,  for purposes of this agreement the non-state party to this 

agreement which may be B pharmaceutical manufacturer, labeler 01 other entity not 
prohibited by law from entering into this Agreement, asidentified in Section 1.1 of this 
Agreement. 

3-9 ‘Net Cost per Unit’ or ‘Net Cost’ means, with respect to the Supplemental covered 
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product the amount per NDC# agreed upon by the parties to this A m e n t  and Set 

forth inthe attachedAddendum A, 

3.10 ‘pharmacyProvider’ means an enti9licensed or permitted by state law t13dispense legend 

drugs and enrolled as a Missouri Medicaid provider 
3.11 ‘CMSRebate’ memi,with respect to the covered product the quarterly payment by 

Manufacturer to states as detailed in Sections 3.5,3.6,and 4.1 ofthisagreement 

3.12 ’State Utilization Data’ means the data used by the Division to reimburse pharmacy 
providers under the Missouri Medicaid Program. State Utilization Data excludes data from 

covered entities identified in Title 42 U.S,C.§256b(a)(4} in amciaace with Title 42 

U.S.C. $256b(a)(5)(Ajand 1396r-X(a)(5)(C). 

3.13 	 ‘Supplemental Covered Product(s), means the Manufacturer’s covered Product(s), as 

listed in the attached Addendum A, that the subject ofthis agreement and for which 

Manufacturer has agreed to pay Supplemental Rebates. These are the  Manufacturer’s 
Covered Product@)that receivedpreferred status on the Missouri medicaid Preferred Drug 
List as a result ofthis Agreement. 

3.14 supplemental Rebate Amount Per Unit’ means,with respect to the Supplemental Covered 

Product(s), the amount by N D C # ,  as specified in the attached Addendum A, that the 

Manufacturer has agreed to reimburse the Division per unit of supplemental Covered 

Product in accordance with the formula detailed in the attached addendumA. 
3.15 ’Rebate Summary’ meads the report itemizing the State Utilization Data supporting the 

Division’sinvoice for Supplemental Rebates. TheRebate Summary will comply in all 

respects with requirements far Medicaid Utilization information in the CMS Agreement. 
3.16 ‘Supplemental Rebate’meads, with respect to the Supplemend Covered Product(s), the: 

quarterly payment by Manufacturer pursuant to Section 4.2 ofthis Agreement. 

3.17 ‘Wholesale Acquisition Cost’ or ‘WAC’ means the Manufacturer’s U.S.dollar wholesale 

acquisition price id effect on the last day of theapplicable quarter on a unit basis, as 

published by a third party source such as First Databank, for each product and is 
understood to represent the Manufacturer’s published price for a drug product to 

wholesalers Any dispute as to the applicable WAC shall be conducted in accordance with 

the dispute provisions contained herein. 
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4.1 	 Manufacturerwill calculate and provide the Division a CMS Rebate for the covered 

Product(s) which includes the C W  Basic Rebate and CMS CPI &bat& appropriate. 

The CMS Rebate represen&the discount obtained by multiplyins the units of the Covered 

Product(s) reimbursed by the Division in the preceding quarter by the: per unit rebate 
amount providedto the Divisionby CMS. CMS will calculate the CMS rebate amount h 
accordance with Manufacture& CMS Agreement. Manufacturer's obligation for CMS 

Rebates will continue for the d u d o n  of the Manufacturer's CMS Agreement and is not 

affectedby this Agreement. 
4.2 	 In addition to the C M S  Rebates described in Sections 3.5,3.6, and 4.1 ofthis agreement 

Manufacturer will remit t6 the Division Supplemental Rebates for the Supplemental 

CoveredProduct(s) utilization in the Missouri Medicaid Program. The supplemental 
Rebates will be calculated on a calendar qua& basis and provided via an invoice to the 
manufacturer CMS financial contact. The Supplemental Rebate for the quarter will be 
determined by multiplying the number o f  wits of each of the supplemental Covered 

Product(s) (by NIX#) reimbursed by the Division, for Missouri Medicaid utilization, in 

the preceding quarter by its corresponding Supplemental Rebate Amount Per Unit, which 
is determined pursuant to the terms of the Missouri supplementalrebate Agreement 
Addendum A attached hereto, and summing theproducts of said multiplication(s). The 

manufacturer obligation for supplemental Rebates will continue for t h e  duration of this 
agreement 

4.3 	 The manufacturer will pay the Supplemental rebate set forth in this Agreement for 
utilization of the supplemental Covered Product@) during the fourteen (14) month period 

beginning the 1" day ofMay, 2004, and ending the 30m day ofJune, 20105, as well as for 

any additional periods duringwhich this Agreement remains ineffect. 
4.4 	 The quarters to be used for calculating the Supplemental Rebates in Section 4.2 of ttlis 

Agreement will be those ending on March 31, June 30, September 30,and December 31 of 

each calendar year during the term of this Agreement. 
4.5 	 manufacturer shall submit the Supplemental Rebate payment within 38 days of the 

Manufacturer's receipt ofthe Rebate Summary from the Division. 
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4.6 	 manufacturer will pay the Supplemental rebate including any applicable interest in 

accordance with Section 1903 (40() of the Act Interest on the Supplemental Rebates 
payable under Section 42 of this Agreement be@ accruing 38 calendar days from the 

postmark date of the Division‘s invoice and supporting Rebate summary sent to the 
Manufacturer md interest will contidue to a c m e  until the postmark date of the 
Manufacturer’s payment. The interest rate will be calculated as required under fedend 

guidelines for rebates described in Sections 3.5, 3.6 and 4.1. If the :Division has not 
received the Supplemental Rebates payable under Section4.2 ofthis agreement including 

any applicable interest, within 180 days of the postmark date of the division invoice and 

supporting Rebate Summary sent te manufacturer this Agreement will bt: deemed tobe in 
default and State may terminate this Agreement by providing manufacturer with wristen 

notice of termination, Said notice of termination shall cite this section of the Agreement 
and the termination shall not affect Manufacturer’s obligation to remit Supplemental 

Rebates for utilization of manufacturer Supplemental Covered products that occurred 
prior to the tamination of this Agreement. 

4.7 	 Manufacturer agrees to continue to pay Supplemental Rebates on theSupplemental 
Covered product  for as long as this agreementis in force and State utilization Data 
shows that payment was made for the Supplemental Covered product  regardless of 

whether the Manufacturer continues to market the Supplemental Covered product 
Notwithstanding the above in the event Manufacturer sells or transfers itsright to sell a 

Supplemental Covered Product@) and ceases to manufacture, sell label, and market the 

SupplementalCovered product manufacturer may assign its obligations under this 
Agreement with respect to said Supplemental Covered Product@) to the Supplemental 

Covered product new owner, However, manufacturer shall continue to have liability 
under this Agreement for the same period of time that Manufacturer has liability far CMS 

Rebates under Manufacturer’s CMS Agreement for said assigned Supplemental Covered 
product manufacturer shall provide the Division with notice of the sale of said 

Supplemental Covered product concurrent with manufacturer notice to CMS.If a 

Supplemental Covered Product is assigned pursuant to this Section, Manufacturer shall 
provide ~e Division with an update of the information contained in Section 9.3 herein 
with respect to the Supplemental Covered p r o d u c t  new owner. 
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Rebate unit 

Department ofSocial Services 

Division of Medical Services 
P.O. Box 6500 
625 howerton Court 

Jefferson City, Missouri 65 102-6500 


5 divisionRESPONSIBILITIES 

5.1 

5.2 

5.3 


me division classify manufacturer supplemental Covered product 86 “preferred“ 


in the Missouri Medicaid preferred Drug List The Division may determine as 8 result Of 


a therapeutic class review, tbat prior authorization is required for all proferred drugs in a 


therapeutic class. Ifprior authorizationis reNedfor any Supplemental covered product 


the Division will comply with al l  provisions of section 1927(6) of the Social security Act 


applicable to %or Authorization programs. Notwithstanding the above the Division 

retains the right to remove Manufacturer’s Supplemental Covered product from its 

Referred Dug List. Said removal shall. relieve manufacturer of its obligation to Pay 


SupplementalRebates for utilizationofthe affected Supplementalcovered product that 

occurs subsequentto such removal,State’s clinical edit and step edit programs shall not be 


affected by thisAgreement, 

The Division will provide aggregate State Utilization Data to manufacturer on a quarterly 

basis. This data will be based on paid claims data (data used to reimburse pharmacy 

providers) under the Missouri Medicaid Program, wi l l  be consistent with any applicable 


federal or State guidelines, regulationsand standards for such data, and will be the basis 

for the Division’scalculationof the Supplemental rebate 

The Division will maintain those data systems necessary to calculate the Supplemental 


Rebate@). In the event material discrepancies are discovered, the Division will promptly 

justify its data or make an appropriate adjustment, which may include a credit BS to the 


amount ofthe Supplemental Rebates, or a refund to manufacturer a6 the parties may agree. 
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5.4 

5.5 

5.6 

The Division shall maintainelectronic or other claims records, for such time periods aS are 


required by C M S  to permit verification of the calculation of CMS rebates to permit 

Man- to verify throughan audit process the Rebate Summaries provided by the 


division b y  audit conducted pursuant to this Section 5.4 shall 'be conducted by 


independent auditors, at Manufacturer's expense, during regular business h o w  and not 


more often than one (1) time per calendaryear. The independent auditor6 shall provide at 


least thirty (30)days prior written notification of their intent to audit, The Division shall 

make available to the independentauditors suchrecords as are required 10 demonstrate the 


accuracy of the claims submitted to the manufacturer under this Agreement. , Tbe 


independent auditors may be required to enter into confidentiality agreements with the 


State and manufacturer as necessary to comply with slate and federal laws and regulations 


governing tho privacy of individual or other health information or information that is 

proprietary andor confidential. The independent auditors will not be provided access to 


information related to othermanufacturer 


Upon implementation of this Agreement, and from time to time thereafter the Division 

and Manufacturer may meet to d i m s  any data or data system improvements which are 


necessary or desirableto emure that the data and any Momtion provided by the Division 

to manufacturer are adequate forthepurposes ofthisAgreement. 


The State shall obtain C N S  approval of its state Medicaid plan, including the State's 

establishment of its Medicaid preferred drug listsupplemental-drug rebate program under 


which the SupplementalRebates contracted for herein will be paid, manufacturer shallnot 


be required to remit any Supplemental Rebates that have accrued and are due until State 


has obtained the CMS approval provided for ia this Section. The division will provide 


Manufacturer, within thirty (30)day of receipt, a copy of the CMS document usually 


approval of the State's State Plan Amendment) authorizing State's Medicaid preferred 


drug listsupplemental-drug rebate program. 
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6 DISPUTE RESOLUTION 

6.1 	 'In the event that in any quarter a discrepancy inState Utilization Data is questioned by the 

Man&-, which the manufacturer and the Division in good faith areunable to resolve, 

the manufacturer will providewritten notice ofthe discrepency to the Division 
6.2 	 If the Manufacturer in good faith believes the State Utilization Data is erroneous the 

Manufacturer shall pay the Division thatportion of the Supplemental &:bate claimed, that 

is not in dispute by the required date inSection 4.6. The balance in dipute ifany, will be 

paid by the manufacturer to the Division by the due date of the next quarterly payment 

after resolution of the dispute. 

6.3 	 The Division and the manufacturer will use their best efforts to resolve m y  discrepancy 
within 60 days ofreceipt of written notification. Should additional information be required 

to resolve disputes, the Division will cooperate with the Manufacturer in obtaining the 

additional information. 
6.4 In the event that the Division and the Manufacturer are not able to resolve a discrepancy 

regarding State Utilization Data as provided for in Sections 6.1 through 6.3, the 

Manufacturer may request a reconsiderationofthe Division's determinationwithin 30days 

after the end of the 60 day period identified in Section 6.3. The Manufacturershall submit 

to the division along with itswritten request, its argument inwriting, alogn with any other 
materials, supporting its position. 

6.5 Inthe event that the Division and the manufacturer are unable to resolve a discrepancy 
regarding State Utilization Data as provided for iu Sections 6.1 through 6,4, the pasties will 
utilize the same State procedure that is used toresolve disputes under the Medicaid Rebate 

program, consistent with CMS' Best Practices Guidefor Dispute Resohiion Under the 

Medicaid Drug Rebate Program. 
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